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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 09 April 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 6-15 is/are pending in the application. 

4a) Of the above claim(s) 8,9,12 and 13 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 10,11,14 and 15 is/are rejected. 

7) |KI Claim(s) 6 and 7 is/are objected to. 

8) IEI Claim(s) 6-15 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 
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DETAILED ACTION 

Claims 6-15 are pending. 

Applicant's election of group I, claims 6-7 and 10-15, drawn to methods of treatment 
comprising administering MP52, in the reply filed on 01/09/2007 is acknowledged. Because 
5 applicant did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Claims 8-9 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 01/09/2007. 
10 Applicant's election of the species treatment of skin in the reply filed on 05/18/2007 is 

acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). 

Claims 12-13 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
15 being drawn to a nonelected species, there being no allowable generic or linking claim. Election 
was made without traverse in the reply filed on 05/18/2007. 
Maintained formal matters, objections, and/or rejections: 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
20 Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
25 in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 

patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treatv in the Enslish language. 

30 

Claims 14 and 15 are rejected under 35 U.S.C. 102(e) as being anticipated by Celeste 
(5,658,882) as evidenced by Yamashita (Exp Cell Res. 1997 Aug 25;235(l):218-26). 
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Applicants argue that the claims are supported by the priority document filed on 
08/10/1993. Applicants' arguments have been fully considered but they are not persuasive. 
None of the foreign priority documents appears to contemplate the induction of angiogenesis. 
Therefore Celeste qualifies as prior art. 
5 New Formal Matters, Objections and/or Rejections 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Terminal Disclaimer 

The terminal disclaimer filed on 04/09/2008 disclaiming the terminal portion of any 
10 patent granted on this application which would extend beyond the expiration date of any patent 
granted on U. S. Application Nos. 10/472,389 and 1 1/080,494 has been reviewed and is 
accepted. The terminal disclaimer has been recorded. 

The terminal disclaimer filed on 04/09/2008 disclaiming the terminal portion of any 
patent granted on this application which would extend beyond the expiration date of U. S. Patent 
15 No. 6,120,760 has been reviewed and is accepted. The terminal disclaimer has been recorded. 
Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as lo enable any person skilled in the art to which it 
20 pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 

contemplated by the inventor of carrying out his invention. 

Claims 10, 11, 14 and 15 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
25 was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The claims are directed to or encompass a method of treatment comprising administering 
a protein with the amino acid sequence of SEQ ID NO: 13. Although the specification shows a 
30 comparison between the amino acid sequence of MP-52 and several members of the BMP 

protein family starting with the first of the seven conserved cysteine residues (SEQ ID NO: 13) 
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(Figure 1), the specification does not describe or contemplate the claimed methods of treatment 
with SEQ ID NO: 13. Therefore, this limitation is new matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

5 The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 

subject matter which the applicant regards as his invention. 

Claims 10, 11, 14 and 15 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
10 applicant regards as the invention. 

Claims 10, 11, 14 and 15 are directed to or encompass "biologically functional parts." It 
is unclear which biological function is intended. Consequently, it is unclear which parts are 
intended. The metes and bounds are not clearly set forth. 

Claim Rejections - 35 USC § 102 
15 The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one Year prior to the date of application for patent in [he United States. 

20 

Claims 10, 11, 14 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Celeste (U. S. Patent No. 5,658,882) as evidenced by Yamashita (Exp Cell Res. 1997 Aug 
25;235(l):218-26). 

A 35 U.S.C. 102 rejection over multiple references has been held to be proper when the 
25 extra references are cited to: 

(A) Prove the primary reference contains an "enabled disclosure;" 

(B) Explain the meaning of a term used in the primary reference; or 

(C) Show that a characteristic not disclosed in the reference is inherent. 

30 MPEP§ 2131.01. 

The claims are directed to or encompass a method of treatment comprising administering 
a protein with the amino acid sequence of SEQ ID NO: 13. Although the specification shows a 
comparison between the amino acid sequence of MP-52 and several members of the BMP 
protein family starting with the first of the seven conserved cysteine residues (SEQ ID NO: 13) 



Application/Control Number: 10/800,917 
Art Unit: 1647 



Page 5 



(Figure 1), the specification does not describe or contemplate the claimed methods of treatment 
with SEQ ID NO: 13. Therefore, this limitation is new matter. Therefore, the present 
application is not entitled to the benefit of the filing dates of any of the earlier filed applications 
to which priority is claimed.. 

Celeste teaches purified human MP52 proteins which contain the amino acid sequence 
represented by amino acids #1 to #120 of SEQ ID NO: 4. It is also expected that the amino acid 
sequence from amino acids #17 or #19 to #1 19 or #120 of SEQ ID NO: 4 will retain activity. 
Thus, the DNA sequence from nucleotides #845, #893 or #899 to #1201 or #1204 are expected 
to encode active proteins. See column 7, full paragraph 2. Amino acids 19 to 120 of Celeste's 
SEQ ID NO: 4 are identical to SEQ ID NO: 13, as indicated below: 

US-08-333-576C-4 

Sequence 4, Application US/08333576C 
Patent No. 6027919 
INFORMATION FOR SEQ ID NO: 4: 
SEQUENCE CHARACTERISTICS: 
LENGTH: 120 amino acids 
TYPE: amino acid 
TOPOLOGY: linear 
MOLECULE TYPE: protein 
US-08-333-576C-4 



Query Match 100.0%; Score 568; DB 3; Length 120; 

Best Local Similarity 100.0%; Pred. No. 1.2e-54; 
25 Matches 102; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 

Qy 1 CSRKALH VNFKDMGWDDWI IAPLEYEAFHCEGLCEFPLRSHLEPTNHAVIQTLMNSMDPE 60 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
Db 19 CSRKALH VNFKDMGWDDWI IAPLEYEAFHCEGLCEFPLRSHLEPTNHAVIQTLMNSMDPE 7 8 

30 

Qy 61 STPPTCCVPTRLSPI SILFIDSANNWYKQYEDMWESCGCR 102 

Db 79 STPPTCCVPTRLSPI SILFIDSANNWYKQYEDMWESCGCR 120. 

35 Celeste also teaches a pharmaceutical composition comprising MP52 (column 11, full 

paragraph 2) and biocompatible, porous matrix materials that can be biologically degraded, 
wherein the protein is contained on and/or in a natural of synthetically prepared matrix material 
(column 12, line 40, through column 13, line 22). 

Celeste also discloses compositions comprising MP52 that are used for skin repair 
40 (paragraph bridging columns 11-12). 

Celeste discloses a method for inducing tendon/ligament-like tissue formation in a patient 
in need of same comprising administering to said patient an effective amount of a composition 
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comprising a protein which exhibits the ability to induce formation of tendon/ligament-like 
tissue, said protein having amino acids 19-120 of SEQ ID NO: 4 (column 3, full paragraph 3). 
Celeste's method further comprises administering a matrix, carrier, diluent and/or filler along 
with said protein having an amino acid sequence shown in SEQ ID NO: 4 (paragraph bridging 
columns 12-13 through paragraph bridging columns 13-14). 

The compositions are administered along with a matrix, carrier, diluent and/or filler 
(paragraph bridging columns 12-13 through paragraph bridging columns 13-14). 

The induction of angiogenesis is inherent to the Celeste's method, as evidenced by 
Yamashita (Abstract). 

Therefore, Celeste discloses a method for treating damage to skin or for inducing 
angiogenesis comprising administering the polypeptide of SEQ ID NO: 13 to a patient in need of 
such treatment. 

Conclusion 

Claims 6 and 7 are objected to as being directed to non-elected species, there being no 
allowable generic or linking claim. 

Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (571 ) 272-0890. The examiner can normally be reached on Monday through 
Friday from 9:00 a.m. to 5:30 p.m. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath Rao, can be reached at (571 )272-0939. 

If submitting official correspondence by fax, Applicants are encouraged to submit official correspondence to 
the central fax number for official correspondence, which is (571 ) 273-8300. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Any inquiry of a general nature or relating to the status of this application or proceeding may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status information for published applications maybe 
obtained from either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Contact the 
Electronic Business Center (EBC) at 866-21 7-91 97 (toll-free) for questions on access to the Private PAIR system, 

/David S Romeo/ 

Primary Examiner, Art Unit 1647 



May 2 1,2008 



